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BamySugar’man
Presideat
Liquipharm@Inc.
10716McCuncAven~e
Los hgel* California90034

Dearhli. Sugarmam

Thisis inresponseto yourletterof May21, 1996makinga submissionto theFoodand
DrugAdministration(FDA) pursuantto section 403(r)(@ of theFederalFo~ Drug and
CosmeticAct (theact). Your SubtiIon statesthatyou aremakingthefollowing
statementsfor CeUrenu<
(WaxninC TopicalLotionandCream):

1.Aqueous Therapy, Anti-WrinkleCycle l?omwla

2. CeUrenu-CaddsandrepknishesVkunin C to your skin. VItarninC inyourskin
aidsthecyclethatyourbody natundlytakesto graduallyimproveyourskintone .
andelasticity,by increashgcollagenproductionandby controllingthe
Mammatoryresponseassociatedwithultravioletlightexposure. Thisis

“aady*m~-w~rd@h*etom@%
dq pmf#Yq cd membranesandnuclearconstituents.Intime,these - ~
changesmayred inwrinklesandskincancer.

3. Vhrnin C I& some&azkg bem%ts~=- it &m& to oti skin._Topic%l
VkaminCan deliver morethan20 timestheamountof Vhnin C foundin
NormalSkiIl.

h product does notmeetthedefinitionof a dietmysuppkmentin201(f9(2)(4@ of *e ~
a@ which states that the term “dietary supplement” means a product that is intended for $
ingestionintablef capsul~powder,softg~ gekap, or liquidform Furth-ore, ~
appears that this product is intended for drug use within the meaningof section201@(l)
of theaetinthatit is ‘intendedto affkctthestructureor fiction of thebody of man(i.e.,
prevent wri@s improve skin elasticity by increasing collagen production) and to prevent
disease (i.e.; cxmtrolthe inflammatoryresponseas.sotiat~*th ul~vioI~ ~ght~osure
which prevents changesthatresultin skincancer).

Section 403(r)(6) of the act makes ekir that a statement included in labeling under the
authority of that section may not ckiim to d[agnose, mitigate, tr* cure, or prevent a
spdfic dkxise or elms of d~. The term ‘Yherapy” is defied in Stedman’s Medical
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‘ Dktionary, 24th Editionj 198%
statema~ “AqueousTherapy,Anti-WrinkieQcleFonnt&” whichyou aremakingfor
y~p~u@d~~=titi @u~kti MHdfor_a_b
tktitdaimstobeatherapy. llwrefo~thisdaimdoesnot @d&as a*_
undersection403(r)(6)of theacL Useof thisclaknon thelabelor intheIabel@of your
productis likelyto makeitsubjectto regulationunderthedrugprovisionsof theaet

F~y, thebrandname“CeUrenu-CP,”apparentlyderivedfkomtheterm%ll ren~”
impliesthatthisproductis intendedfor useby pemonsto aflkctthestructureor fimction
of thebody of q andthat“Cdlrenu~ is intendedfor otherthsnfd usewithinthe
meaningof section201@(l)(C) of theact. Any representationthata produotis intended
for medkalor thempeuticusemaycausetheproductto be considereda drug. kxxding
to section201(’g)of the~ a drugisdefinedas articlesintendedfor use inthedkgxIos&
curq mitigat.iowtreatmator preventionof diseaseinmanor animals. A manukturer
who wishesto makeclaimsunderseotion201@l) of theact musteont.actFDA’s Center
for DrugEvaluationandResearch(CDER),Offioeof Cornplian~ Divisionof Drug
LabdingComplim% Rm. 166MPN,HFD-310,7520 StandishP@ RockvU%
=dd~55, ~d thepr~u~ mustbe provento be both safeandefkctive for its

We hopethis‘formation is helpfid.

sincerelyyourq

JsmesTanner,PhD.
ActingD-r, D“hisionof Programsand

Eafiorcanent Policy
Officeof SpecialNutiitionsk
Centerfor Food Safkty

and AppliedNutrition
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Copies:
FDA Centerfor DrugEvaluationandResesrc&Of&e of Compliance,HFD-300
FDA Los AngelesDtict offi~officeof Comp- HFR-PA200
FDA Officeof thekociate Commissionerfor Regulatory_ Ofik of

IMor&nlent#HFC200
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